Readiness Form
(This form is adapted from the NIHR framework for restarting research activities checklist) 
	[bookmark: Text2]PI/CI:     
[bookmark: Text3]Study Title: (as in IRAS)     
[bookmark: Text4]IRAS number:      
[bookmark: Text5]Department:     
This study requires access to: (please tick all that apply)
[bookmark: Check2]NHS staff, patients and premisses only |_|
[bookmark: Check1]Access to campus only |_|
[bookmark: Check3][bookmark: Check5]Is this a new project? |_|Yes (please go to Q2) |_|No 
[bookmark: Check4][bookmark: Check6]Was this study paused? |_|Yes |_|No


1. Study viability
Every paused study requires a check to confirm viability before it restarts. Some studies may no longer by viable, for scientific, clinical, financial or practical reasons. It would be unethical and a waste of money to restart studies that are no longer viable. Please give details of how the study viability has been considered. If viability issues have been identified (e.g. funding, resourcing, ethical, etc) please confirm which mitigating action has taken place (e.g. amendment, no cost extension, costed extension etc). 
[bookmark: Text1]     

2. Safety
Research can only (re)start when it is safe to do so. Safety of research participants and personnel is of paramount importance.
Please provide details of the safety considerations taking into account:
· Risk of exposure to COVID-19 (and measures to mitigate this)
· Government guidance on social distancing, (re)start of work, and travel. 
· Local site policies in respect of COVID-19.
· People considered ‘clinically extremely vulnerable’ who are ‘shielded’ and who have participated in a paused study or are considered for a new study require special considerations. Their GP and/or specialist should be consulted to ensure they continue to receive the appropriate care with only essential visits to the research site.
· An assessment of the need for patient testing for COVID-19 and requirements for personal protective equipment (PPE); these requirements may be specified in research protocol/procedures, otherwise local site policies should be used. 
· Site compliance with protocol and regulatory requirements (e.g. compliance with clinical trials regulations and other relevant legislation and guidance).
· Protocol amendments to reduce risk (generally not formal substantial amendments).
· Participants’ concerns about COVID-19; participants need to feel safe and reassured about the research process.
· Provision of clear guidance on safety issues and measures for participants and staff.
· Assessment of requirement, processes and safety for study monitors/visits/meetings, and consideration of remote working where possible.
· That any mitigations or flexibilities put in place to restart a study do not have an adverse impact on participant safety (e.g. reducing clinic visits).
[bookmark: Text6]     

3. Capacity and Site Readiness
Capacity and readiness of health and care services (e.g. NHS Trusts, GP practices, care homes etc) as well as local decisions within the campus (which will need to be signed off by the Dean) will dictate the pace of restart and which new studies can be started. Capacity is likely to be variably reduced by several factors - type of facility (e.g. acute trusts and care homes often severely impacted by COVID-19), additional ongoing commitment to COVID-19 studies, additional measures required to ensure staff/patient safety, variation in restoration of NHS services and region – and all of which will vary geographically across England and change over time. 
Please provide details on how the following preconditions have been fulfilled to give assurances that capacity and capability will be confirmed: 
· Availability / capacity of health and care study leadership and research / delivery / support staff.
· Capacity of the health and care site / service to undertake research.
· Capacity of the necessary research management infrastructure (e.g. R&D offices in health and care organisations, Clinical Trials Units, NIHR Coordinating Centres, LCRNs, Clinical Research Facilities). 
· Supporting departments, e.g. pharmacy, pathology, radiology have resource and capacity to resume.
· Physical access arrangements for participants, in light of social distancing, reduced public transport, and reduction in support from third sector organisations or third parties.
· Clear and explicit confirmation to restart research from your Department, and funder where relevant, as well as confirmation that capacity and capability by the site legal entity (e.g. R&D department of the NHS Trust) is under consideration.
If you don’t have any formal documents yet, please include any communication confirming agreement in principle. 
[bookmark: Text7]     

4. Prioritisation
If the preconditions for restarting a paused study, or starting a new study, have been met and there are sufficient funds to support the study, authorisation to proceed may be given. However, capacity of our campus facilities may require internal prioritisation. Where prioritisation is necessary, this should be on the basis of ‘study urgency’, that is, how urgent the study is in the context of the health/care of the participant and the national priorities for health and care research. Careful consideration should be given to Student projects to ensure that studies can be completed within the life time of the study.
The framework indicates that prioritisation is irrespective of the type of funder or sponsor; all research funders and sponsors are essential to the improvement of health and care. Prioritisation does not imply that one study is ‘better’ or ‘more important’ than another but does reflect the urgency with which it should be supported. Discussions on prioritisation should be handled carefully, with consideration of any adverse perceptions, especially for study participants. 
Please confirm that this study has been prioritised to start and that this prioritisation is supported by your HoD and Dean. 
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